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2a)D This action is FINAL. 2b)KI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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/ 4a) Of the above claim(s) is/are withdrawn from consideration. 
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7) ^ Claim(s) 70 is/are objected to. 
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* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 1643 

DETAILED ACTION 

Re: FENDLY, BRIAN M 



Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
4/19/2006 has been entered. 

2. The amendment filed 4/19/2006 is acknowledged and entered into the record. 
Accordingly, claims 1-68 are canceled without prejudice or disclaimer, and claims 70-71 
are newly added. 

3. Claims 69-71 are pending and examined on the merits. 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections Maintained - 35 USC § 103 

5. The rejection of claimt 69 under 35 USC § 103(a) as being obvious over Hudziak 
et al (US Patent 5,720,954) in view of Pauwels et al (J. Pharmacol. Oct. 1995; 
47(10):870-875) is maintained for the reasons of record. Applicant argues that the 
combination of the anti-Her2 antibody which binds to an ErbB2 epitope bound by 
deposited antibody 4D5 in combination with Vinorelbine for the treatment of breast 
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cancer is deemed an unexpected result. Applicant supports this assertion via the 
submission of several pieces of data including clinical data from a phase III clinical trial 
(see papers filed 3/21/2005) as well as a paper published in 1999 showing the current 
state of the art with regard to the combination of humanized 4D5 (i.e. rhuMAb HER2) 
and Vinorelbine (see Pegram etal Oncogene 1999; 182241-2251). Applicant also 
argues that the exhibits filed to support the unexpected results of humanized 4D5 in 
combination with vinorelbine is commensurate in scope to the instant claims and is 
indicative of the broad genus of "antibodies which bind to an ErbB2 epitope bound by 
antibody 4D5" because those of skill in that art would be capable of making antibodies 
which bind to the same epitope bound by 4D5. Applicant asserts that those of skill in 
the art have made other antibodies that bind to the same epitope as 4D5 (e.g. 3H4) and 
indicate that through epitope mapping studies that this antibody was capable of blocking 
the binding of the 4d5 antibody. Applicant concludes that those of skill in the art would 
be capable of making such antibodies and such antibodies would be effective for 
treating breast cancer. Applicant's arguments have been carefully considered but are 
not deemed persuasive to overcome the rejection of record. 

Examples of attorney statements which are not evidence and which must be 
supported by an appropriate affidavit or declaration include statements regarding 
unexpected results, commercial success, solution of a long-felt need, inoperability of the 
prior art, invention before the date of the reference, and allegations that the author(s) of 
the prior art derived the disclosed subject matter from the applicant. Moreover, the 
burden falls on the applicant to establish that the evidence relied upon should establish 
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"that the differences in results are in fact unexpected and unobvious and of both 
statistical and practical significance." Ex parte Gelles, 22 USPQ2d 1318, 1319 (Bd. Pat. 
App. & Inter. 1992). In the instant case, although the unexpected results pertaining to 
the use of humanized 4D5 (i.e. rhuMAB HER-2) as disclosed by Pegram et al (cited 
above) is deemed commensurate in scope and persuasive to overcome the 103(a) 
rejection for claims 70 and 71 , the exhibits provided to show unexpected results for 
"anti-ErbB2 antibodies which binds to an ErbB2 epitope bound by 4D5" in combination 
with Vinorelbine is not commensurate in scope. The synergistic effect associated with 
the use of humanized 4D5 and Vinorelbine may not be epitope specific, but rather 
antibody specific. The data proffered does not indicate that other anti-ErbB2 antibodies 
can be substituted for the humanized 4D5. The assertions made by applicant regarding 
the use of other antibodies such as 3H4 (an antibody capable of blocking the binding of 
4D5 to its epitope) are unsubstantiated and are merely opinions offered by counsel. 
The prior art teaches that there are in fact differences in between the 4D5 antibody and 
its humanized counter part, rhuMAB-HER2. For example, Lewis et al (Cancer 
Immunol. Immunother. 1993;37:255-263, see page 261 for example) teaches that 4D5 
lacks effector functions, while the humanized counter part, rhuMAB-HER-2, possessed 
antibody-dependent cellular cytotoxicity or ADCC. This underscores that the fact that 
antibodies capable of binding to the same epitope may not necessarily function in a 
similar manner. Thus, the synergistic effects may be a function of the particular 
antibody (i.e. rhuMAB-HER2) in combination with Vinorelbine and not necessarily 
depend on the epitope to which the antibody is capable of binding. 
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Conclusion 



Claim 69 is not allowed. Claim 70 is objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form including all 
of the limitations of the base claim and any intervening claims. Claim 71 is allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher H. Yaen whose telephone number is 571- 

272- 0838. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms, Ph.D. can be reached on 571-272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Christopher Yaen 
Art Unit 1643 
July 7, 2006 
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